What are the World Health Organization's strategies for meeting regulatory requirements? A case study of artesunate.
The basic scope of WHO for developing new drugs or a new indication, is that of responding to a public health need, at an affordable price. This paper describes the approach taken by the organisation for the development of rectal artesunate and the special arrangements and approach which have made this possible for the WHO to meet regulatory requirements. Regulatory submission is planned in Europe and the USA, harmonising the submission, registration and labelling, and this precedent may constitute a worldwide reference for the deployment of the drug. The approach is novel, fast, and unbureaucratic, and can be applied to other drugs meeting a live-saving need.